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DETAILED ACTION 

Receipt of response dated 12-1 1-06 is acknowledged. 
Claims 1, 3-15 and 17 are pending in the instant application. 

Response to Arguments 
Applicant's arguments, see pages 2-16 of response filed 12-1 1-06 as well as the 
declarations filed by Mr. Stein (3-28-05) and Dr. Chen (3-28-05), with respect to the 
rejection(s) of claim(s) Claims 1 and 7-15 were rejected under 35 USC § 103(a) as 
being unpatentable over Tritsch and rejection of claims 1 , 3-1 5, and 17 were rejected 
under 35 USC §1 03(a) as being unpatentable over Stein in view of Tritsch or Tritsch in 
view of Stein have been fully considered and are persuasive. Therefore, the rejection 
has been withdrawn. However, upon further consideration, a new ground(s) of rejection 
is made as follows: 

35 t/.S.C. 103 Rejections 

1. Claims 1, 7-15 and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 99/42134 (WO). 

Instant claim 1 is directed to a powder composition comprising at least one fat- 
soluble vitamin in a matrix consisting of an emulsion-forming composition, wherein the 
fat-soluble vitamin is present in the powder composition in the form of solid droplets 
having an average diameter of about 80 to 120 nanometers. The claimed matrix is 
selected from the group consisting of proteins and polysaccharide gums. 
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WO teaches a spray dried tablettable powders comprising high edible oil 
loadings based on non-hydrolyzed gelatin and a method of making such spray dried 
tablettable powders, with a droplet size of less than Q.8 microns (page 5-6), preferably 
0.05 to 0.8 microns (page 6, L 6-8). WO teaches edible oils include vitamins such as 
vitamin A, Vitamin E etc (page 6, L 23-42). Further, WO teaches 40%-90% edible oil 
and 10-60% gelatin in the composition, which percentages overlap with the claimed 
percentages of vitamin and matrix (claim 14). While WO teaches the same fat-soluble 
vitamins, same protein and the droplet size of the fat-soluble materials in the range of 
0.05 to 0.8 microns (50 to 800 nm), WO does not teach the exact range of the claimed 
powders. However, WO teaches that the vitamin powders can have a size as low as 50 
nm and as high as 800 nm. Accordingly, it would have been obvious for one of an 
ordinary skill in the art at the time of the instant invention to optimize the size of the 
droplets or vitamin powders and still achieve the same high loading of oil soluble 
vitamins so as to prepare a tablettable preparation. Further, optimizing the amounts and 
ratios of vitamin and gelatin to arrive at the claimed ratios would have been within the 
scope of a skilled artisan. 

2. Claims 1, 7, 9, 11-15 and 17 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 99/42134 (WO) in view of EP 937412 (EP '412). 

WO, discussed above, teach gelatin as a base for the preparation of spray-dried 
tablets. However, WO does not teach the claimed polysaccharides of the instant gums. 
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EP '412 teaches finely divided pulverous carotenoids preparations formed by 
suspending the active ingredient in an organic solvent, feeding the suspension to a heat 
exchanger, rapidly mixing with a swellable colloid. EP teaches the particle size such as 
213 nm, 225 nm or 400 nm. Among the colloids, EP teaches gelatin, starch, gums, 
pectin etc (col. 3, L 1-7). 

It would have been obvious for one of an ordinary skill in the art at the time of the instant 
Invention to prepare the tablettable powders of WO by incorporating colloids such as 
polysaccharide gums such as those taught by EP because EP suggests colloids such 
as gelatin and gums as equivalent in preparing vitamin powder preparations. 
Accordingly, absent any unexpected advantage, it would have been within the scope of 
a skilled artisan to optimize the amounts of vitamins and colloids, based on the colloid 
employed, so as to prepare vitamin powder preparations with the claimed particle sizes. 

Conclusion 

Applicant's submission of an information disclosure statement under 37 CFR 
1 .97(c) with the fee set forth in 37 CFR 1 . 1 7(p) on 1 2-22-06 prompted the new 
ground(s) of rejection presented in this Office action. Accordingly, THIS ACTION IS 
MADE FINAL. See MPEP § 609.04(b). Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Lakshmi S. Channavajjala whose telephone number is 571-272-0591. 
The examiner can normally be reached on 7.00 AM -4.00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571-272-8373. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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